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Before the
FEDERAL COMMUNICATIONS COMMISSION
Washington, D.C. 20554

In the Matter o )

Promoting Expanded Opportunities for Radi(} EB Docket No. 10-236
Experimentation and Market Trials under Payt

5 of the Commission’s Rules and Streamliniljg

Other Related Rules )

2006 Biennial Review of Telecommunicatiorgs ET Docket No. 06-155
Regulations—Part 2 Administered by the
Office of Engineering and Technology (OET%

PETITION FOR RECONSIDERATION OF MEDTRONIC, INC.

Pursuant to Section 1.429 of the Commission’s ruMsdtronic, Inc. (“Medtronic”)
respectfully petitions the Federal Communicationsn@ission (the “Commission”) to
reconsider two narrow aspects of its redexperimental Radio Servi¢g¢ERS”) Report and
Order (the ‘ERS Order”)?

l. INTRODUCTION AND SUMMARY

Medtronic recognizes and applauds the Commissigsisn and hard work in crafting
theERS Order In many areas, tHeERS Ordersuccessfully realizes the Commission’s intent and
strikes the required balance between providingrar@nment where creativity can thrive while
protecting incumbent spectrum users. However, Medt seeks reconsideration of two aspects

of the new rules.

! 47 C.F.R. § 1.429.

2 Promoting Expanded Opportunities for Radio Experitagon and Market Trials under

Part 5 of the Commission’s Rules and StreamlinitigeDRelated Rule®eport and Order, 28
FCC Rcd 758 (2013) ERS Ordel). Medtronic participated in the proceeding lesglto the
adoption of th&ERS Orderfiling comments in the proceeding.



First, Medtronic urges the Commission to extendefiggbility for medical testing
licenses to all sponsors and sponsor-investigaasrdefined by the Federal Food and Drug
Administration’s (“FDA’s”) rules, of clinical triad involving the testing and operation of new
medical devices. The Commission established théiqaktesting license to meet the testing
needs of the medical community and to allow ergtitlieing medical research to conduct clinical
trials. However, the Commission limited eligibylior the license to health care facilities,
despite the fact that a variety of entities standdnefit from the flexibility offered by the new
license® By barring a significant portion of the medicahemunity involved in clinical trials
from obtaining medical testing licenses, ERS Ordereflects a misunderstanding of the
process of medical device development, arbitramigoses additional costs and burdens on
entities that sponsor or conduct clinical trial$ o not meet the Commission’s narrow
definition of “health care facility,” and discouregjthe very innovation it seeks to encourage.

Second, as requested in its opening comments, Medturges the Commission to
clarify that cost reimbursement for clinical trigés allowed by FDA regulations, does not
constitute impermissible “marketing” under Sect®h803 or 2.805 of devices that have not yet
been approvedl. The requested clarification will ensure consisiebetween the two regulatory
regimes, simplify manufacturers’ compliance, andoemage medical device testing and

innovation.

3 Seed7 C.F.R. 8§ 5.402(a). Section 95.1103(b) of then@assion’s rules defines a health
care facility to include “...hospitals and other &tithments that offer services, facilities and
beds for use beyond a 24 hour period in renderiedical treatment, and institutions and
organizations regularly engaged in providing medseavices through clinics, public health
facilities, and similar establishments, includirgygrnment entities and agencies such as
Veterans Administration hospitals; except the thgalth care facility does not include an
ambulance or other moving vehicle.” 47 C.F.R. 81263(b).

4 47 C.F.R. §§ 2.803, 2.80%ee alscComments of Medtronic, Inc., ET Docket Nos. 10-
236 and 06-155 at 5-6 (filed Mar. 10, 2011) (“Mediic Comments”).
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. THE COMMISSION SHOULD EXTEND THE ELIGIBILTY FOR MED ICAL
TESTING LICENSES TO INCLUDE ALL SPONSORS AND SPONSOR-
INVESTIGATORS OF CLINICAL TRIALS

In theERS Orderthe Commission recognized that its previous arpantal rules were
“not always nimble enough to account for the spefedday’s technological development” and
that its previous processes could “delay the intotidn of new technologies into the
marketplace” and “prevent the American public frerpeditiously taking advantage of
technological advances.”Unfortunately, by limiting the eligibility for ndical testing licenses
to health care facilities, the Commission’s neweaskpental licensing framework threatens to do
the same.

A variety of entities that do not meet the Comnuis&® definition of “health care facility”
require the flexibility offered by medical testifigenses to sponsor and conduct clinical trials
and bring new medical technologies to consumers . experimental license program that does
not permit all sponsors and sponsor-investigamengage in clinical trial testing in residential
settings without seeking a separate experimenthbamation or certification for a device in the
latter stages of development is not aligned witlAFBgulations, does not meet the needs of the
medical community, and is considerably less vakablthe public. Moreover, by excluding a
significant portion of sponsors and sponsor-ingadgtrs from eligibility for medical testing
licenses, the Commission arbitrarily imposes adddl costs and regulatory burdens on these
entities and slows innovation and product develagreethe harm of consumers. Accordingly,
the public interest requires that the Commissi@omsider its decision in tHeRS Ordeand
extend the eligibility for medical testing licendesall sponsors and sponsor-investigators of

medical device clinical trials.

5 ERS Ordemt f 20.



A. The Commission’s New ERS Rules Are Not Aligned WitliFDA Regulations
That Permit a Variety of Entities to Sponsor or Corduct Clinical Trial
Testing

Unlike the Commission’s new rules, the FDA's ruédiew a variety of entities to engage
in clinical trial testing of medical devices. TRBA classifies certain entities involved in
medical device research as either “sponsors” asrispr-investigators” of clinical trials.
Pursuant to Section 812.3(n), a sponsor of a dirr@l is:

A person who initiates, but who does not actuatlgduct, the investigation, that
is the investigational device is administered, eiged, or used under the
immediate direction of another individual. A pearsather than an individual that
uses one or more of its own employees to conduttwastigation that it has

initiated is a sponsor, not a sponsor-investigatond the employees are
investigators.

Sponsors ultimately are responsible for the clinidal.” The FDA holds the sponsor
responsible for the planning, conduct, oversigigults, and compliance aspects of clinical trial
testing. Moreover, the FDA's rules recognize thatities beyond health care facilities are
capable of acting as sponsors and engaging inctihduct of research on subjects or in the
delivery of medical services to individuals as inary activity...”

A sponsor-investigator, on the other hand, is @efiby Section 812.3(0) of the FDA’s
rules as:

An individual who both initiates and actually cowrthk) alone or with others, an

investigation that is, under whose immediate dioecthe investigational device
is administered, dispensed, or used. The term miaeimclude any person other

6 21 C.F.R. § 812.3(n).

! See?l C.F.R. 8§ 812.40See als®1 C.F.R. Part 812, Subparts B and G.

8 The FDA defines an “institution” as “a persorh@tthan an individual, who engages in

the conduct of research on subjects or in the eefiof medical services to individuals as a
primary activity or as an adjunct to providing desitial or custodial care to humans. The term
includes, for example, a hospital, retirement hotoefinement facility, academic establishment,
and device manufacturer. The term has the sameingeas ‘facility’ in section 520(g) of the
act.” 21 C.F.R. § 812.3(e).



than an individual. The obligations of a sponsosestigator under this part
include those of an investigator and those of aspd

Under these rule sections, a wide-range of entitretuding hospitals, health care
facilities, and medical device manufacturers, amathgrs, act as sponsors and sponsor-
investigators of clinical trials and engage in +eatld patient testind® For example,
ClinicalTrials.gov, a registry and results databafseublicly and privately supported clinical
studies, currently lists the Mayo Clinic as a sporef 925 clinical trials? The same database
lists Medtronic as a sponsor of 386 trifisClinicalTrials.gov also lists Boston Scientific,
Biotronik, St. Jude Medical, and GE Healthcarelasoal trial sponsors?

Importantly, many FDA-defined sponsors and spomsegstigators engage in
development testing and operation of new medicaicds that use wireless telecommunications
technology for therapeutic, monitoring, or diagmopurposes that have not yet been submitted
for equipment certification, and devices desigreetheet the Commission’s technical rules
under Part 18 for non-communication uses of RFgnefrhey are intimately involved in all
stages of the medical device development procasewrsee or conduct clinical trials, often
involving patients in residential settings—mucteliospitals and health care facilities. These
entities also assume responsibility for overseelimgcal trials on behalf of health care facilities
that often lack necessary resources and expeotis@hage the potential interference concerns of

the Commission due to the use of new RF systerhgir €linical trials assess devices for patient

9 21 C.F.R. § 812.3(0).
10 See ERS Ordeat Y 33.

1 SeeClinicalTrials.gov, A Service of the U.S. Natiorastitutes of Healthavailable at
http://www.clinicaltrials.gov/. Medical device afs typically involve less than 1,000 subjects.

12 Id.
13 Id.



compatibility and use as well as operational, fietence, and RF immunity performance in real
world situations. Many medical devices studiedlinical trials are implanted at medical
facilities but are eventually used by participatpagients outside such facilities.

By limiting eligibility for medical testing licenseto health care facilities that sponsor or
conduct clinical trials, the Commission’s new exp@ntal licensing regime does not align with
FDA regulations that allow a variety of entitiessigonsor or conduct clinical trial testing and
creates regulatory uncertainty between the twanegi

B. The Commission’s New Experimental Licensing Framew# Does Not Meet

the Needs of the Medical Community and Threatens Mical Device
Innovation

Other than the Mayo Clinic, none of the entitiesatded above that also engage in
clinical trial testing are eligible for the medidakting license under the Commission’s new
rules. Indeed, the new rules promulgated in thea@ssion’sERS Ordedo not meet the
development and testing needs of a significaniqof the medical community and threaten to
slow the pace of innovation.

TheERS Ordercreates three new types of ERS licenses: thegqmoticense, the
medical testing license, and the compliance tesitegse™* Under the Commission’s program
license, qualified institutions are permitted tmdoct an ongoing program of research and
experimentation under a single experimental authtion at a geographic location under the
licensee’s control for a five year period on a faterference basiS. But, the program license

encompasses only basic research and experimenrtdtidoes not cover clinical triaf$.

14 ERS Ordeiat § 1. Th&ERS Orderalso consolidates rules for broadcasting experisnen

into a new subpart within Part 5.

15 Id. at ] 34.

16 Id. at  33. The Commission notes that a manufactdineredical devices would be able

to continue its product testing for clinical trialeder its program license at a designated
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Recognizing that the program license framework Wihit the ability of entities doing
medical research to conduct clinical trials,” then@nission established the medical testing
license to “meet specific needs of the medical comity for clinical trials.*” However, the
ERS Orderestricts eligibility for medical testing licenseshospitals and health care
institutions, thereby excluding a variety of emttithat sponsor or conduct clinical trials pursuant
to FDA regulations® As such, the Commission’s new experimental lizenframework
significantly limits the ability of a variety of spsors and sponsor-investigators to engage in
clinical trial testing. As th&RS Orderecognizes, clinical trial testing is “necessarghsure
critical functions for many medical devices—suchi@®mote monitoring, device tolerance to
potential interference sources, and patient alitityse devices without the benefit of
assistance® Accordingly, the new rules hamper the medical wnmity’s ability to complete
product testing expeditiously and to bring newowettive devices to consumers.

In addition, by limiting the ability of entities dog medical device research to conduct
clinical trials, the new rules arbitrarily imposeditional costs and regulatory burdens on
sponsors and sponsor-investigators that do not the€€ommission’s definition of a “health
care facility.” Such a licensing regime unneceabsaurdens innovation to the harm of

consumers, and ultimately undermines the very med the medical testing license.

innovation zone without having to apply for a sgpaproduct development trial licendd. at

fn. 212. While it is true that some hospitals wilve RF engineering capabilities, they would be
the exception, not the rule. Manufacturers wowddilmited by the number of health care
facilities that request designation as an innovatione for such testing. Moreover, innovation
zones constitute defined geographic areas. Asmgad above, manufacturers require flexibility
to conduct clinical trials in residential settingstentially across multiple geographic regions.
Finally, program licensees operating in an innaratione still are subject to additional
regulatory requirements not imposed on medicaingsicenseesld. at § 95.

o Id. at 9 104, 111.
18 Id. at ] 112.
19 Id. at § 117.



C. The Commission Offers No Compelling Reason to LimiEligibility for
Medical Testing Licenses to Health Care Facilities

The Commission offers no justification for excluglisponsors and sponsor-investigators
that are not “health care facilities” from benéfitt from medical testing licenses. FDA-defined
sponsors and sponsor-investigators are engagée imeglth care field and have sufficient
resources and expertise to oversee the RF asgatisical trial tests conducted under a medical
testing license. As explained above, the publierast would be served by allowing these
entities to benefit from the flexibility offered byedical testing licenses.

In addition, there is little risk of interferenazlicensed services from clinical trials
conducted by manufacturers. Medical testing liesnsill be used primarily for clinical trials,
not basic medical research. As the Commissiongrazed, this means that “the basic RF
experimentation for the medical device will haveeatly been completed and the device will
already have received FDA IDE approval for suchings—reducing the likelihood of
interferencé® Moreover, as Medtronic previously demonstrated, @ the Commission agreed,
clinical devices designed for use under the Med&&dirvices rules of Part 95 and those that
would operate under Part 15 pose little risk ofiiferencé” Such devices operate at very low
powers, meaning the likelihood of interferenceeimiote.

Ultimately, medical testing licensees are respdadir ensuring that harmful
interference is not caused to authorized spectserst! Sponsors and sponsor-investigators
that are not “health care facilities” do not poaengque risk of interference and, like health care

facilities, should be eligible to receive mediadting licenses.

20 Id.

21 Medtronic Comments at 7.

22 ERS Ordeamt ¥ 116.



I1. THE COMMISSION SHOULD CLARIFY THAT COST REIMBURSEME NT
FOR CLINICAL TRIALS DOES NOT CONSTITUTE IMPERMISSIB LE
‘MARKETING” UNDER SECTIONS 2.803 AND 2.805

Medtronic applauds the Commission for broadeningpojinities for market trials and
clarifying when operation or marketing of radiodfuency devices is permitted prior to
equipment certification. However, as requesteitsiopening comments, Medtronic urges the
Commission to clarify that cost reimbursement forical trials, as permitted under FDA rules,
does not constitute impermissible “marketing” un8ections 2.803 and 2.805. The requested
clarification will simplify manufacturers’ compliae with the two relevant regulatory regimes
without undermining the purpose of the Commissionaketing rules. Moreover, the requested
clarification encourages medical device researchdmvelopment.

Section 2.805 permits the operation of RF devices o equipment authorization in
limited circumstances. Specifically, operatioroptio equipment authorization is permitted
under the authority of an experimental radio senaathorization issued under Part 5 of the
Commission’s rule&® However, except in limited circumstances, RF desioperated pursuant
to this exception may not be markefédMarketing includes the “sale or lease, or offgrior
sale or lease, including advertising for sale as& or importation, shipment, or distribution for
the purpose of selling or leasing or offering fatesor lease?

Under Section 2.803, limited marketing of unapprbdevices is permitted for products
that could be authorized under the Commissionssiil An RF device may be advertised or

displayed €.g, at a trade show or exhibition) if accompaniedcbgspicuous notice containing

23 47 C.F.R. § 2.805(b).
24 47 C.F.R. § 2.803.

25 Id.

26 47 C.F.R. § 2.803(c)(2).



the language specified in Section 2.803(c)(2){liiEvaluation kits, as defined in Section
2.803(c)(2)(iv), may be sold to product developeddtware developers, and system
integrators’® Pursuant to Section 2.803(c)(2)(ii), RF devidest &re in the conceptual,
developmental, design, or pre-production stage leagffered for sale solely to business,
commercial, industrial, scientific, or medical usérthe prospective buyer is advised in writing
that the equipment is subject to Commission rutesthe equipment will comply with such rules
before delivery to the buyer or to centers of disttion?® The Commission’s rules also permit
manufacturers and prospective (non-end user) c@stota enter into conditional sales contracts
under Section 2.803(c)(2)(.

The FDA relies upon clinical trials to evaluate deg that have not yet been approved
by the FDA as medical devices. As Medtronic praslg explained, although manufacturers are
not permitted by the FDA to profit from clinicaldtls, they are allowed to recover certain costs
associated with the triaf$. Specifically, the FDA'’s Investigational Device &rption (“IDE”)
regulations allow clinical trial sponsors to chafgean investigational device so long as the
charge does not exceed an amount necessary tergbevcosts of manufacture, research,

development, and handling of the investigationaic=® The FDA generally allows sponsors

27 47 C.F.R. § 2.803(c)(2)(iii).
28 47 C.F.R. § 2.803(c)(2)(iv).
29 47 C.F.R. § 2.803(c)(2)(ii).

% 47 C.F.R. § 2.803(c)(2)().

st Medtronic Comments at 6.

3 SeeFDA Information Sheet, “Charging for InvestigataiProducts,’available at

http://www.fda.gov/Regulatorylnformation/Guidanaesh126427.htm (“FDA Information
Sheet”). See also21 C.F.R. 88 812.7(b), 812.20(b)(8).

10



to charge investigators for investigational devj@sl this cost usually is passed on to subjects
of the clinical trials®®

The Commission should clarify that cost recoverydevices used in clinical trials, as
permitted by the FDA, does not constitute imperiles‘marketing” under Sections 2.803 and
2.805. The public interest benefits of the reqeebslarification are clear. First, the purposes of
the FDA’s cost recovery mechanism align with then@assion’s marketing restrictions. The
FDA rules make clear that device manufacturers @agprofit from clinical trials—they only
may recover certain costs associated with manugatesearch, development, and handling of
devices used in clinical trials. Second, by aléivig some of the cost burdens on manufacturers,
the FDA'’s cost recovery mechanism encourages miedikséce research and development that
ultimately benefits consumers. Third, the requestarification aligns Commission and FDA
regulatory regimes and simplifies manufacturershpbance. Otherwise, the Commission’s
regulations would make the FDA rules meaningledhiscontext. Medtronic therefore requests
that the Commission clarify in its Memorandum Opmand Order addressing this Petition that
cost recovery for devices used in clinical triadparmitted by the FDA does not constitute

impermissible “marketing” under Sections 2.803 ar&D5.

33 SeeFDA Information Sheet.
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IV.  CONCLUSION
Medtronic respectfully requests that the Commissemonsider the foregoing issues as

requested above.

Respectfully submitted,

Medtronic, Inc.

By: /s/ Charles S. Farlow

Charles S. Farlow

Senior Principal Regulatory Affairs Specialist

Medtronic Cardiac Rhythm Disease
Management

8200 Coral Sea Street N.E., MVS11

Mounds View, MN 55112

May 29, 2013
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